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NOVEMBER 3,2005

SUBMITTER & CORRESPONDENT IN THE UNITED STATES:
NATIONAL BUSINESS GROUP INC.
2941 61s T. AVE NE
TACOMA
WA 98422
CONTACT# 253-238-6409

MANUFACTURED BY:
RUFNBIO BIO TECH CO., LTD
RONGSHENG TECHNOLOGICAL ZONE,
UNIVERSITY ROAD
SHANTOU,
GUANGDONG,
CHINA 515063

DEVICE NAME:
DAVID PREGNANCY TEST (STRIP AND MIDSTREAM)

DEVICECLASSIFICATION NAME:
PREGNANCY, TEST, KIT, HCG, MIDSTREAM, TEST STRIP, OVER-THE-
COUNTER

CLASSIFICATION NUMBER:
862.1155

FDA PRODUCT CODE:
LCX

MEDCAL SPECIALTY:
CLINICAL CHEMISTRY

INTENDEND USE:
DAVID PREGNANCY TEST IS A SELF-TESTING IMMUNOASSAY DESIGNED
FOR THE QUALITATIVE DETERMINATION OF HUMAN CHORIONIC
GONADOTROPIN (HCG) IN THE URINE TO AID IN EARLY DETECTION OF
PREGNANCY. IT IS FOR THE OVER-THE-COUNTER-USE







Indications for Use

5 10(k) Number: K053236

Device Name: DAVID PREGNANCY TEST (STRIP AND MIDSTREAM)

Indications For Use:

DAVID PREGNANCY TEST IS A SELF-TESTING IMMUNOASSAY DESIGNED
FOR THE QUALITATIVE DETERMINATION OF HUMAN CHORIONIC
GONADOTROPIN (HCG) IN THE URINE TO AID IN EARLY DETECTION OF
PREGNANCY. IT IS FOR T1E OVER-THE-COUNTER-USE

Prescription Use AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
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